
Sent by: ENVIRONMENTAL DEFENSE FUND 202 234 6049; 04/08/99 14:03; Jw#837;Page 2/9

,.. ,,..
,,: ..” . . . . .

Eii!i!BF “:. ~ ., ~ ‘.:
;. .,,,,.,,’ ,:

,,, ,
,:, , ‘., ,. .,, . ..

,.,
,’. . . . !.””, .,

,,.
,“ ,,, .

ENVIRONMENTAL
,.,,

DIEFENSEFIJND .,: :( ‘ : ‘. ;a 1 r-l .}. ’.. ,.
.:,’ .,’~- —*“.2~a$);~~c; . J

,:,, .,
,,. , l,Ei75~&nc,cticut Ave., N.W.,,

V/&ing@n;DC2~09..,.,.
,,,.. .. . . ‘“” (lf)~) 3$7.35@

,:, pa,<2u2.234,6u49
,.. ,

., Www.+k; j “: ~

APril 6,1999 :.:...:
.. ,,. .,

,.. . ., .:, ,,,,,.
,.,,;”,

.,.

Dockets Man&emdiit.Wiiicli (HFA-3~5), ::. ,;, . .. .,
Food amd Drug Adniini$tration : :

,,,,, ,

5630 Fishers L~e, Room 1061 ““ “’, , !“ ~~
,..

Rockvillei I@2085Z ““ “ . . j,. ,’. , , ,,,,,,, I
t,, ,:, , .,, .. .,,, ,,’:.

RE:, Docktit’No, ,98D-I 146- Discussion Ptipir’ “A l’reposed Frarne~vork for
Evaluating md Assuring, the Human Safety of the Microbial 13ffecti”pf
Antimicrobial Neti &ir&l Dfigs Iriterided:for Use,in Fopd-Produc~ng Animals.”
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To Whom It May Concern: ‘- ,, ‘ ‘- ‘,” ., : “ ., .;.: ~,,,,
,“.’ ,, ’,,,

These co~t?nt~ we subrni~wl,witi reg@tp t.lie I@d agd D&g ~,,~ . o ‘
Administration’s ,(FDA’s) “Pro@sed @mewmkfor Eyaluiiting and Ass@rig the Human
Sa&y of the Microbial Effw@ of Antiinicrobial New Anir&d Drugs lnt&jled for Use in
Food Producing Aniinals”, (64 Fed. ‘Reg. 887, “Jan. 6, 1999). The proposed Frtiework
(1) describes a pre-approval system unjier which F@ ~11.corpider we pot~ntial of new
uses of antibiotics in ,anirnal agriculture to ex’acerbati problems o~ant.ibioiic resistance in
human pathogens, arid,(2) outlirym requirements for post-approid studki ‘iandmonitoring
of resistance levels for ‘@ij us&of antibiotics in fi!mal agficuhire, As di~,cussed below,,.
we are pleased that FDA ii begiiming #o tinsider irifibiotic resiw%wi re@l&ig from
antibiotic use in @maJ agriculture. Neverthelessz the proposed l?r~ework & extreme] y
weak and needs to be substantially ~e~%d in order t~proto& the e’fflcacy of:antibiotics,,
vital tohumanheal~. “ :, .“ “: , ~ , :

,,’

FDA should restrict the’ use of antibiotics in food-animal production I&e.d on
,.

con,cems about, )vztibiotic. residance;
,, ,. ,,... .. ... .,,

.,, :.,,,. .,., ,,,., ,: ,,, ,,,.“
We support FDA for beginni.gg:to corisider;”~tibiotic resisk+e before approving

new antibiotics for use in food-tiimal ,productiom ,As dmeribed in the proposed
Framework and;@ ~~e~ims scientifi~:mports, tjqevplution of antibiotic resistance by

,,.

bacteria poses a serious heat to hu.r& health. In”respons#t6 heWy use”of :$~tibiotics,
strains of many disease-causihg’ bactmiti are hsingtlieif susceptibility @ tJ@ .@.ibiotics
formerly used to treat t@gm. As a re~lt, litemlly unticitable bactaii,l Infeetioti could,: :,. ,. :,.,’ ., .,.. :,, ,. ,.. . ... :
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become commoninthefuwe. Recently, anumberofreportsby Ieading expertshave
wgedsharp reductions inusesofmtibiotics inagticultie (e.g. ~01997, Le~ 1998,
Wilte 1998),

We strongly agree with FDA that uses of antibiotics in animal agriculture should
be evaluated and, as appropriate, restricted in order to assure that these uses do not
threaten human health by promoting the spread of antibiotic resistance. We strong!y
advocaw that FDA make decisions in favor of protecting human health when there are
tradeoffs between human health and perceived economic advantages for current systems
of intensive animal production. Unfortunately, as discussed below, the proposed
Framework lavors animal agriculture at the expense of human health.

The proposed Framework will only be risk-based if it is applied to existing as weli as
to new uses of antibiotics.

FDA asserts that the proposed Fra.rnm.vork C*Setsout a conceptual risk-based
framework for evaluating the microbial safety of iantimicrobial drugs intended for use in
food-producing animals,” Taking a narrow view, FDA’s proposed Framework can be
considered a risk-based approach for evaluating new uses of antibiotics in food-animal
production, in that FDA’s proposed actions are related to the extent of human health risks
fimn particular new uses of antibiotics in animal agricuhre.

Taking a broader view of the problem of antibiotic resistance, however, leads to
the conclusion that the proposed Framework is not rti-based. More than 4(1percent of
the total volume of antibiotics in the United States are now used in animal agriculture,
and the greatest risk to human health comes from existing rather than new uses of
antibiotics in animal agriculture. Yet these existing use of antibiotics in agriculture are
virtually ignored by the proposed Framework. We urge FDA to address existing uses of
antibiotics in food-animal production, as well as prospective uses. In particuktr, we urge
the agency to implement the March 1999 petition by the Center for Science in the Publi~
Interest, the Environmental Defense Fund, the Union of Concerned Scientists, Food
Animals Concerns Trusg and Public Citizen’s Health Research Group, to end existing
uses of antj biotics in animals feeds consistent with recommendations by the World
Health organization (WHO 1997) and the U:S. Centers for Disease Control and
Prevention.

FDA’s proposed scheme for categorizing antjhjotics does not adequately protect
human health.

As part of FDA’s proposed Framework, he agency proposes to place antibiotics
into one of three categories according to their relative importance in human medicine.
FDA would then subject new uses of antibiotics in each of the proposed categories to
certain use restrictions and post-approval requirements. Use of antibiotics in Category I,
for example, would be subject to far greater restrictions than the use of antibiotics in
Category Ill,

,. *
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lnprinciple, the establishment ofsuch categories by FDA isareasonable method
to facilitate agency decision-m~ing. As proposed, however,FDA’s categorization
scheme does not adequately protect against bacterial resistance to antibiotics important to
human medicine. FDA’s proposed Category I includes antibiotics that are “Essential for
the treatment of a serious or life-dueatening disease in humans for which there is no
satisfactory alternative therapy.” IrI other words, Category I includes antibiotics for
which the loss of bacterial susceptibility would 1ikely result in human deaths. Yet, FDA
proposes to allow Category 1 antibiotics to be used in food-ruimal production, as long as
steps are den to limit the spread of bacterial resistance. But, even limited use of
Category I antibiotics will increase the risk that bacteria will evolve resistance to them,
thus jeopardizing human lives, Instead of risking the future efficacy of antibiotics
critical to human hcal~ we urge that FDA not permit the use of Category I antibiotics in
food-animal production.

Similarly, we urge that FI)A revise the standards for Category 11and 111
antibiotics. Category 11includes antibiotics important for the treatment of human
disease, but for which “satisfactory alternative therapies exist.” These drugs should b~
subject to the restrictions and post-approval requirements now proposed for Category I
antibiotics. Category 111now includes antibiotics that arc not a tirst ch~ice for treating
human infections and drugs that are not used in human medicine. We urge that Category
111is subdivided, so that antibiotics used in human medicine are subject to greater
restrictions and post-approval requirements than those not used in human medicine.

FDA should require that drug-sales information be submitted to the agency.

‘The efforts of scientists at FDA and other institutions to correlate the evolution of
resistance in bacteria with the use of antibiotics in a~icuhure are now severely hampered
by drug manufacturers’ refusal to divulge information on antibiotic sales. Under the
proposed Framework, FDA would require that detailed drug sales information be
submitted as part of “drug experience reports.” Drug sales informa~ion is vital to
improved understanding of the evolution of antibiotic resistance and to the effectiveness
of post-approva] monitoring for resistance. We therefore strongly support FDA’s
proposal to require the submission of drug sales information. We also urge that FDA
make drug sales information publicly available to the fullest extent allowed by law, thus
allowing researchers and others to have access to it.

Thank you for your consideration.

Sincerely,
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0r~aniz2ations

Rebecca Goldburg, Ph.D.
Senior Scientist
Environmental Defense Fund
257 Park Avenue Soufh
New York, NY 10010

Any Little
Executive Director
Loni Kemp
Co-Chair
National Campaign for Sustainable Agriculture
P,O, Box 396
Pine Bush, NY 12566

Jean Halloran, Director,
Consumer Policy Institute/Consumers Union,
101 Truman Avenue,
Yonkers, NY 10703

Robert K, Musil, Ph.D.
Executive Director
Physicians for Social Responsibility
110 I 14’hStreet NW Suite 700
Washington, DC 20005

Richard A. Levinson, MD, DPA
American Public Health Association
1015 15’hStreet, N.W.
Washington, DC 20005-2605

$arah Newport
Friends of the Earth
1025 Vermont Avenue, NW Suite 300
Washington, D.C. 20005

Ed Hopkins
Sierra Club
408 C Street, ~
Washington, DC 20002
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MargaretJanes DVM
Potomac Headwaiters Rmource AIliance, HC
67 Box 27aa
Mathias, WV 26812

Gail Eisnitz
Chief Investigator
Humane Farming Association
POBOX2013
33igfork,MT59911

Susan Studer
Community Outreaeh Coordinator
Ohio Environmental Council
1207 GmndviewAve, Suite 201
Columbus, OH 43212

Ronnie Cummins
Campaigo for Food Sailety
860 Hwy 61
Little Ma.mis, MN. 55614

Mark Ritchie
President
Institute for Agriculture and Trade Policy
2105 First Ave. South
Minneapolis, MN 55404

Lisa Le(Yerts
Science Advisor
Mothers and Others for a Livable Planet
5280 Rockfish Valley Highway
Faber, VA 22938

Nancy Raeder
Co-Chair
Concerned Citizens Commit&ee of SE Ohio
13744 CR 11
Caldwell, OH 43724-9537

May Gibson
SOS (Sick of Stench)
P.O. Box 315
Louisville, OH 44641
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EdLuersman
President
OhioFamilyFarm Coalition
1601 Rd24
FortJemings,OH 45S44

Richard Hill
President
Save the Valley, Inc.
P.O. BOX813
Madison, IN 47250

Alfiedo Qua-to
Executive Director
Mangrove Action Project

PO BOX 1854
Port Angeles, WA 98362-0279

Patricia Kemp
Executive Director
Florida Consumer Action Network
4100 W Kennedy Boulevard #1211
Tampa FL 33609

Kirsten Bryant
Watchdog Campaign Coordinator
The Alabama Environmental Council
2717 7th Avenue S #2C)7
Birmingham, AL 35233’

Peter Rosset
Director
Food First/Institute for Food & Development Policy
398 60th Street
Oakland, CA 94618

Barbara Vlamis
Executive Director
Butte Environmental Council
116 W. Second Street, Suite 3
Chico, CA 95928
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Frankie M. Summers, Ed.D.
Spokesperson
Kearny Count yAllianee,
RuraI Route 1, BOX24-A
Lakin, KS,67860

LindaD. Appellate
Executive Director
IowaEnvirmmmntd Council
711 East Locust Strom
DesMoines, IA 70309

JohnRurdde
Past President
Conservation Council of North Carolina
WI Box 3793
Chapel Hill, NC 27515

Jean Hallomn, Direetor,
Consumer Policy Institute/Consumers Union. -
101 Truman Avenue,
Yonkers, NY 10703

Individuals

lack L. Paradise, M.D.
Childrem’s Hospital of Pittsburgh
3705 Fifth Ave.
Pittsburgh, PA 15213

Dr. Guenther Stotzky
Department of Biology
New York University
New York, NY 10003

Garret M. Ihler, Ph.D., M.D.
Tom & lean ‘McMullen Professor of Genetics
Reviews Editor, FE,MS Microbiology Letters
Department of Medical Biochemistry and Genetics
Texas A&M Colleg& of Medicine

Robert E. Rutkowski, Esq.
2527 Faxon Couti
Topeka, KS 66605-2086
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Patty Cantrell
Michigan I..and Use Institute
Economic Analys~
P.O. BOX22S
Benzonia, M[49616

Joyce C. Lashof, MD
Professor Emerita School ofPublic Health
Univ. of California, BerkeIey, Ca.
601 Euclid Ave.
Berkeley, CA, 94708

Joe Rudek, Ph.D.
North Carolina Environmental Defense Fund
2500 Blue Ridge Roa& Suite 330
Raleigh, NC 27607

Hank Sto&iard, DVM, DTVNl
Shamrock Vemrinary Clinics and Fisheries
Box 1620
Cross City, FL 32628

Peter Weyer, Ph.D.
Program Coordinator
Center for Health Effects of Environmental Contamination
The University of Iowa
100 Oakdale Campus, N203 OH
Iowa City, IA 52242-5000


